REMARKS 

To the extent that it is not necessary to address particular items within the Office 
Action in order to provide a complete response, Applicants' choice not to discuss such items 
is not, and cannot be interpreted as, acquiescence by the Applicants to such items, nor does it 
or can it be construed to limit the scope of any claims that may eventually issue in this patent 
application or any patent application claiming priority to this one.. 

Election 

Applicants confirm the provisional election as set forth in the Office Action. 
Information Disclosure Statement 

Applicants have attached page 3 of the form PTO-1449 filed on May 8, 2002 to this 
paper as Exhibit 1. Page 3 of that form PTO-1449 had been inadvertently omitted. 

Applicants filed two boxes of printed references by hand delivery on May 8, 2002, 
which included the foreign publications cited in the form PTO-1449 filed on May 8, 2002. 
Attached to this Response to Office Action as Exhibit 2 is the stamped receipt from the Office 
of Initial Patent Examination (OIPE) and the transmittal letter attached to that receipt, proving 
submittal of those references to the Patent Office. Applicants request a search of the 
appropriate storage area or areas to locate those references. 

Drawings 

The coil spring is presently shown in the drawings; for example, in schematic in 
Figures 1 and 4, as callout number 24; the specification states that "[a]dvantageously, the 
actuator 24 is a coil spring." The presence of callout number 24 in Figures 1 and 4 shows the 
claimed feature, and thus the drawings satisfy the requirement of 37 CFR 1.83(a). Applicants 
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have chosen to illustrate this feature schematically, for simplicity, and the schematic 
illustration of the coil spring shows its external contour and structures to which its ends are 
connected. 

35 U.S.C. §112 

Claim 42 has been amended to correct a typographical error in its dependency. Claim 
42 now depends from claim 41, as originally intended, and claim 41 includes antecedent basis 
for the phrase "first driveshaft." 

35 U.S.C. $102 

MPEP 2131 quotes Verdegaal Brothers v. Union Oil of California , 814 F.2d 628, 63 1 
(Fed. Cir. 1987) for the legal standard of anticipation: "A claim is anticipated only if each and 
every element as set forth in the claim is found, either expressly or inherently described, in a 
single prior art reference." (emphasis added). 

Claims 1-16 

Applicants respectfully traverse the rejection of these claims. 

Claim 1 claims "[a] tool for making an incision in and removing tissue from a vessel 
wall, comprising: a cutter; and a piercing member positioned within said cutter, wherein said 
piercing member and said cutter are configured to translate together to penetrate the wall of 
the vessel." (emphasis added) 

U.S. Pat. No. 5,591,187 to Dekel ("Dekel") does not expressly or inherently describe 
each and every element of claim 1 . Dekel discloses a "cutting device 12" that "has a central 
longitudinal passageway 16 formed therein." (e.g., col. 4, lines 46-56; Figure 1). The "shaft 
22 of a T-handled device 18 having a corkscrew-like device 20 at the distal end thereof 5 is 
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received in the longitudinal passageway 16 "for slidable and rotatable movement within the 
passageway 16." (emphasis added) (col. 4, lines 53-59; Figures 1, 3, 4). The cutting device 
12 is itself received in a sheath 10. (e.g., col. 4 5 lines 33-36; Figure 1). The distal end of the 
sheath 10 includes serrations 10A that "grip the tissue. 5 ' (col. 5, lines 36-39; col. 6, lines 26- 
27). In operation, "the corkscrew 20 is twisted via the T-handle to engage the tissue sample." 
(e.g., col. 6, lines 18-20; col. 5, lines 29-31). Then, "the corkscrew can be retracted by 
moving it longitudinally toward the operator, thereby to bring [sic] the tissue into engagement 
with the cutting teeth of the cutting device 12 disposed at the distal open end of the sheath 
10." (emphasis added) (col. 5, lines 30-34). The serrations 10A at the distal end of the sheath 
10 then grip the tissue as the cutting device 12 is then rotated to remove the tissue, (col. 5, 
lines 36-41; col. 6, lines 20-27). Because the corkscrew is moved longitudinally toward the 
operator to draw tissue into the cutting teeth of the cutting device, it translates relative to the 
cutting device. 

In contrast, the claimed tool comprises "a cutter; and a piercing member positioned 
within said cutter, wherein said piercing member and said cutter are configured to translate 
together to penetrate the wall of the vessel." (emphasis added). The corkscrew and cutting 
device of Dekel do not and cannot "translate together," because the corkscrew of Dekel is 
translated toward the operator during the cutting process. Further, the initial engagement of 
tissue by the corkscrew results solely from motion of the T-handle connected to the 
corkscrew, such that the initial engagement of tissue by Dekel also does not involve a 
corkscrew and cutting device that "translate together." Thus, Dekel does not disclose a 
piercing member and a cutter "configured to translate together." 

Further, Dekel admits that the corkscrew is used "[i]f the tissue is a hard specimen." 
(col. 6, lines 18-20) If the tissue is soft, tissue is removed using a "feeding window 34" 
located in the side of the sheath, (col. 5, lines 12-19; col. 6, lines 8-9). Thus, the disclosure of 
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Dekel with regard to the use of a corkscrew and cutting device to remove tissue is directed to 
surgical tools for removing hard tissue, not to surgical tools for removing soft tissue such as 
vascular tissue. Indeed, Dekel expressly teaches away from the use of the disclosed 
corkscrew and cutting device for cutting soft tissue, (col. 6, lines 8-28). Thus, Dekel neither 
expressly nor inherently describes each and every element claimed in claim 1, and Applicants 
believe claim 1 is in condition for allowance. 

Claim 1 is generic, so allowance of generic claim 1 would be to all species, including 
the species of dependent claims 2 and 7, which would therefore be reinstated in this patent 
application. Claims 2-16 depend directly or indirectly from claim 1, and are thus believed to 
be in condition for allowance as well under MPEP 608.01(n)(III). 

With regard to dependent claim 3, the opening 34 of Dekel is simply an opening in the 
side of the sheath 10. To be "within" an opening, an object has to extend through that 
opening. Instead, the cutting device 12 does not extend through the opening 34, and is merely 
positioned in proximity to the opening. Thus, the combination of the opening 34 and the 
cutting device 12 does not expressly or inherently describe the claimed "cutter; and a piercing 
member positioned within said cutter." (emphasis added). Further, Dekel discusses the use of 
an opening 34 to "macerate" tissue and to remove a "tissue mass." (col. 6, lines 12-17). 
Neither of these actions teaches or suggests the use of the opening 34 in the sheath 10 to 
pierce tissue or to create an opening in tissue of any kind. 

With regard to claim 10, Dekel does not expressly or inherently disclose a hemostatic 
cutter. The term "hemostatic" is related to the flow of blood. Blood, much less blood flow, is 
not expressly or inherently described in Dekel. 
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Claims 17-53 

The Examiner objected to claim 19, but indicated that it would be allowable if 
rewritten in independent form. 

During a telephone conference on May 5, the Examiner indicated that claim 17 is 
generic as to the two species of actuator set forth in claims 18 and 19: the flexible shaft and 
the coil spring. The coil spring has been elected as the actuator species, and claim 18 stands 
withdrawn. Thus, the actuator of claim 17 is the coil spring, as elected. As a result, claim 17 
effectively includes the subject matter of claim 19, and is believed to be in condition for 
allowance. As a generic claim, were it to be allowed, it would be allowed as to all species, 
and Applicants would then request the reinstatement of withdrawn claim 18. 

Claims 18-53 depend directly or indirectly from claim 17, and are thus believed to be 
in condition for allowance as well under MPEP 608.01 (n)(III). 

With respect to claim 30 and the claims that depend therefrom, Dekel discloses a dam 
32 that forces tissue bits into a reservoir 30, and. a jagged line 8 that simply reveals a cutaway 
of the device, (col. 4, lines 17-19; col. 5, lines 8-1 1). Dekel neither expressly nor inherently 
describes a seal housing or an introducer tip. 

Claims 54-61 

Applicants respectfully traverse the rejection of these claims. The discussion above 
with regard to claim 1 is applicable here. 

Claim 54 requires "advancing a piercing member and a cutter through the vessel 
wall." Dekel does not disclose advancing both a piercing member and a cutter through a 
vessel wall, or through tissue of any kind. Rather, tissue is moved distally into engagement 
with the serrations 10A at the distal end of the sheath 10; the sheath 10 is not advanced, (e.g., 
col. 5, lines 30-38). The "purpose of the serrations 10A is to grip the tissue." (col. 5, lines 
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37-39). Such serrations 10A at the distal end of the sheath 10 could not grip the tissue of a 
vessel wall if they were advanced through the vessel wall into an interior of the vessel, 
because they would be located in a volume of space having no tissue to grip. Second, Dekel 
does not disclose a method of utilizing a surgical tool for performing any actions on a vessel 
wall, much less advancing a structure through a vessel wall. Indeed, vessels are notably 
absent from Dekel. 

Claim 54 also requires "retracting said piercing member and said cutter, whereby the 
cut tissue is removed from the vessel wall to form an opening therein." In contrast, Dekel 
does not disclose retracting both a piercing member and a cutter to remove cut tissue from any 
structure to form an opening therein. Rather, in Dekel, "tissue is then removed by the 
conveying action of the rotating flutes of the device 12, which acts as a rotary conveyor to 
convey the tissue along the longitudinal length of the device, whereby it impacts against the 
dam 32, which causes the tissue then to be diverted into and received in the reservoir 30." 
(col. 5, lines 38-43). That is, cut tissue of Dekel is removed by the rotary conveyor action of 
the cutting device 12 alone. Thus, Dekel fails to teach retracting a piercing member and a 
cutter, whereby the cut tissue is removed from the vessel wall to form an opening therein. 
Further, Dekel fails to disclose a vessel, much less the creation of an opening in the wail of a 
vessel. Thus, Dekel neither expressly nor inherently describes each and every element 
claimed in claim 54 and Applicants believe claim 54 is in condition for allowance. 

Claims 55-61 depend directly or indirectly from claim 54, and are thus believed to be 
in condition for allowance as well under MPEP 608.01 (n)(III). 
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35 U.S.C. §103 



MPEP 706.02(j) states: 

To establish a prima facie case of obviousness, three basic 
criteria must be met. First, there must be some suggestion or 
motivation, either in the references themselves or in the 
knowledge generally available to one of ordinary skill in the 
art, to modify the reference or to combine reference teachings. 
Second, there must be a reasonable expectation of success. 
Finally, the prior art reference (or references when combined) 
must teach or suggest all the claim limitations . The teaching or 
suggestion to make the claimed combination and the 
reasonable expectation of success must both be found in the 
prior art and not based on applicant's disclosure. In re Vaeck, 
947 F.2d 488, 20 U.S.P.Q. 1438 (Fed. Cir. 1991) (emphasis 
added). 



Claim 6 

Claim 6 depends from claim 1, which is believed to be in condition for allowance, and 
is thus believed to be in condition for allowance as well under MPEP 608.01 (n)(III). 

Claim 16 

Claim 16 depends from claim 1, which is believed to be in condition for allowance, 
and is thus believed to be in condition for allowance as well under MPEP 608.01 (n)(IH). 



Claims 28-29 

Claims 28-29 depend from amended claim 17, which is believed to be in condition for 
allowance, and are thus believed to be in condition for allowance as well under MPEP 
608.01(n)(III). Applicants note that a knob is not equivalent to a handle, and that a knob with 
a diameter wide enough to provide torque equivalent to the torque produced by the lever arm 
of the hand crank 14 would have a diameter of twice that lever arm, and would be quite 
unwieldy, and potentially inoperable, as a result. 
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Claims 52-53 

Claims 52-53 depend from amended claim 17, which is believed to be in condition for 
allowance, and are thus believed to be in condition for allowance as well under MPEP 
608.0 l(n)(III). Applicants do not acquiesce to the characterization of Dekel as having "an 
auger of the same structure as the applicant's." 

Claims 55-56. 59 

Claims 55-56 and 59 depend from claim 54, which is believed to be in condition for 
allowance, and are thus believed to be in condition for allowance as well under MPEP 
608.01(n)(III). 

Applicants do not acquiesce to the characterization of claims 55-56 and 59. The use 
of a hydraulic mechanism is completely independent of whether or not that hydraulic 
mechanism produces an impulsive force, as the term "impulsive force" is defined in the 
specification of this patent application. Dekel neither discloses nor suggests anything 
regarding the duration over which a force is to be exerted. The fact that the preferred 
embodiment utilizes a hand crank indicates that duration is substantial. Further, Dekel 
discloses nothing in regard to applying an impulsive force in a "reverse direction." No part of 
Dekel is cited as providing support for such characterizations. Gannoe also fails to disclose or 
suggest the use of an impulsive force. 



-18- 



REQUEST FOR ALLOWANCE 

Allowance of the pending claims is respectfully solicited. Please contact the 



undersigned if there are any questions. 




Brian A. Schar 

Attorney for Applicants 

Reg. No. 45,076 

Tel. No. (650) 331-7162 (direct) 

Chief Patent Counsel 

Cardica, Inc. 
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